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REMARKS 

Status of thBrlairnf 

Claims 1-18 are pending in the application. Claims 7-9 and 16-18 are 
withdiawn from consideration. Claims 1-6 and 10-15 stand rejected. No amendments 
are presented. 

The 35 U.S.C. 6102 mierrfion 

Claims 10-14 are rejected under 36 U.S.C. §l02(b) as being anticipated 
by Chiesi et af, (WO 00/06132A2) evidenced by Basu et al. (US 2002A)026348A1). 
The Applicants respectfully traverse this rejection. 

The Examiner states that Chiesi etal. teach a pharmaceutical formulation 
for the treatment of inflammatory bowel disease (IBD) containing as an active 
ingredient, beclomethasone dlproplonate (BDP). Furthermore, Chiesi et al. teach that 
the formulation demonstrates no systemic absorption of beclomethasone dlproplonate 
and its major active metabolites. The Examiner also states that Basu et al. report that 
irritable bowel syndrome (IBS) tends to occur in IBD patients who are in remission from 
their IBD symptomologies. Thus, the Examiner asserts that claim 10 is anticipated 
because the IBD patients disclosed by Chiesi et ai are the patients in need of 
treatment of Initable bowel syndrome because IBS tends to occur in IBD patients. 
Furthermore, the mechanism of action of increasing the threshold of pain to colorectal 
distention, thereby alleviating the symptoms of irritable bowel syndrome disease 
comprising identical patients having IBD who are in need of alleviating the symptoms of 
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irritable bowel syndrome as evidenced by Basu at al. The Applicants respectfully 
disagree. 

The Applicants respectfully submit that Chiesi et ai disclose 
pharmaceutical fom>uIations for the treatment of inflammatory bowel disease containing 
as active Ingredient beclomethasone dipropionate. More particularly. Chieai et al. 
disclose a fomiulatlon in the form of stable and reedy-to-use enema characterized In 
that the homogeneity of the active ingredient at low concentration and fluidity of the 
suspension is optimal for pnjmoting its retrxjgrade progression and homogeneous 
distribution. Chiesi et a/, also recite embodiments concerned with gastro-reslstant 
modlfled-release tablets whose composition has been optimized in order to contrx)l the 
release of the active Ingredient In fluids at basic pH and low Ionic strength. 

The Applicants respectfully submit that Baeu et al. disclose formulations of 
plants and extracts thereof useful in the treatment of bowel disorders. In this regaid, Basu 
et al disclose that the fomiulatlons of their invention can be used to treat Inflammatory 
bowel disease and related conditions such as instable bowel syndrome and other 
inflammatory disorders such as arthritis (0003). 

In order to anticipate a claim, a single reference must explicitly or Inherently 
teach each and every element of the claimed invention. The Applicants respectfully 
submit that Chiesi et ai as evidenced by Basu ef al. does not teach each and every 
element claimed In the instant invention, neither explicitly nor inherently. Chiesi et al. 
teach that pharmaceutrcai fomiulation for the treatment of Inflammatory bowel disease 
(IBD) containing as an active ingredient, beclomethasone dipropionate (BDP). TTiere is 
however, no teaching of irritable bowel syndrome (IBS) in Chiesi et al. The Examiner 
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argues that this defidency fe overcome by Ba«u ef al. which report that IBS also tends to 
occur in IBD patients who are in remission from their IBD symptomologles. The Applicants 
submit Quigley et el. (Abstract), enclosed herewith, which point out that IBS and IBD have 
been regarded traditionally as separate disorders and despite some studies suggesting 
othen-vlse. any convergence of IBS and IBD is largely due to misdiagnosis (Quigley. Chin J 
Dig Dis. 2005; 6(3):122-132). 

The Applicants respectfully submit a section from the NIH website, enclosed 
herewith, relating to digestive diseases, specifically irritable bowel syndrome 
( tl »R://tfiqestive,niddk.nih.Qov/ddiseases/n..h^/ihc/itttA.hot) j^e website states that 
"Whrough the years. IBS has been called by many names, among them colitis, mucous 
colitis, spastic colon, or spastic bowel. However, no link has been established between 
IBS and inflammatory bowel diseases such as Crohn's disease or ulcerative colitis." 

The Applicants respectfully submit a section flrom the Crohn's and Colitis 
Foundation of America fhttp;//Www.ccfa orQ/aboiit/n,=>wff/ihcnnhH) website, enclosed 
herewith, which states that "[mjany people are confused about two distinct gastrointestinal 
disorders - IBD and IBS. Diflerent intestinal disorders can produce similar symptoms. 
Initable bowel syndrome (IBS) is a condition that produces some symptoms similar to 
those of inflammatory bowel disease (IBD), but they are not the same conditton. and they 
Involve very different treatments. Therefore, getting an accur^ diagnosis is essential to 
managing your condition properly." 

Furthermore, the Applicants respectfully submit that Basu et al. does not 
teach or suggest population suffering from IBD greatly overlap the population suffering 
from IBS as evidenced by their claim construction (claims 9 and 10. US 2002/0026348). 
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Claim 7 of Basu et al. reads. "A method for treating a bowel disorder in a 
mammal, said method comprising identifying the mammal as suffering from a bowel 
disorder: administering the composition of matter of claim 1 or 2 to the mammal." Claim 9 
further limits daim 7 for cases in which the bowel disorder is IBD. Claim 10 further limits 
claim 7 for cases in which the bowel disorder is IBS. It is dear by Basu et at. claim 
construction that the population having IBD does not necessarily overlap the population 
having IBS. 

In view of the arguments presented herein and the references endosed 
herewith, the Applicants submit that claims 1014 are not anticipated by Chiesi et al. 
further evidenced by Basu et al. Accordingly, the Applicants respectfully request the 
withdrawal of this rejection. 

The 35 u s e. $103 rejection 

Claims 1^ and 16 are rejected under 35 U.S.C. §103 as being 
unpatentable over Chiesi et al (WO 00/061 32A2) in view of Basu ai (US 
2002/0026348A1). The Applicants respectfully traverse this rejection. 

The Examiner states that Basu et al. teach that the pathogenesis of 
inflammatory bowel disease and related disorders such as irritable bowel syndrome 
Involve inflammation. Examiner also states that Basu et ai teach that acute enteric 
Inflammation in symptoms generated in irritable bowel syndrome. The Examiner further 
states that Basu et al. teach that reduction in Inflammatory agents would significantly 
effect the treatment of inflammatory disease lilce irritable bowel syndrome and 
iriflammatory bowel disease. Furthermore, the Examiner states that Basu etal. teach 
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that by treating Inflammation, hyperalgesia potentate by the Inflammatory factors would 
be prevented. 

Thus, the Examiner concludes that It would have been obvious to one of 
oidlnary skill in the art to employ beclomethasone to an Individual having irritable bowel 
syndrome (IBS) for the treatment of such disorder because beclomethasone is effective 
for the treatment of Inflammatory disorder related to Inflammation and because irritable 
bowel syndrome Is an inflammatory disorder as taught by Basu et al. The Examiner 
asserts that one would have been motivated to make such modification In onier to 
achieve an expected anti-lnflammatory effect of beclomethasone to halt inflammatory 
process generated as a symptom to irritable bowel syndrome. The Applicants 
respectfully disagree. 

Based on the enclosed references of Quigley, NIH website, CCFA website 
and Basu et al. claim construction, discussed supra, the Applicants submit that IBS and 
IBD are distinct disorders that do not aflfect significantly the same population. In fact, art 
at the time the Invention was filed and even today, teach that IBS and Inflammatory 
bowel disease are distinct clinical syndromes in variety of aspects. TTius. there is ample 
evidence to show that IBS and inflammatory disease are distinct. 

Furthermore, the Applicants submit that ChiesI et al. only teach the use of 
topically active cortioosferDid such as beclomethasone dipropionate In the treatment of 
Inflammatory bowel diseases such as Ulcerative colitis and Crohn's disease. In this 
regard. Chlesi et al. disclose rectal or oral administration of beclomethasone dipmpionate. 
There Is no teaching or suggestion in Chiesi et al. that the administration of 
beclomethasone dipropionate is effective in treating initable bowel syndrome. Basu etal. 



PAGE 9I13'R(M)AT4I21/20091:45:20 I'M [EasternDaylightTimel'SVR:^^^^ 



04/21/2009 12:44 7132705361 ADLERAND ASSOCIATES PAGE 10/13 



do m cu« dedcte^y for the fWlowfog re«ona. Fi«., infomatior in ,he art a, the 
*ne of Wing of the instant Invention which teaches that IBS and IBD are diBtlnct diseases 
and the population of people suffering IBS and IBD do not overiap as evidenced by Baeu 
ef a/, own, construction. Second, them is a Iacl> of histological evidence cf inflammation In 
IBS. Evidence has been provided that those skilled in the art generally l«lieve these two 
disorders to be unlnked and that IBS is not mnammatory disonier as the B<aminer 
asserts. 

In view of the arguments presented herein and the references enclosed 
herevwth. the Applicants respectfully request the wrthdr^l of rejection of claims 1^ and 
15under35U.S.C. 103. 

This is intended to be a complete response to the Final Office Action mailed 
January 23, 2009. If any Issues remain outstanding, please telephone the undersigned 
attorney of record for immediate resolution. 

Respectfully submitted, 



Date 






Berija*filn Aaron Adier, Ph.D., J D 
Regtetratron No. 35,423 
Counsel for Applicant 



ADLER & ASSOCIATES 
8011 Candle Lane 
Houston, Texas 77071 
713-270-5391 (tel.) 
713-270-5361 (fax.) 
Ben@adlerandassociates.com 
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IBS and IBD: Two Very DHferent Disorders 

Many people are conFusecf about two distinct 
gastrointestinal disorders - IBD and FBS. Different 

I mtestinai disorders can produce similar symptotns. //r/toAfe 
bowal syndrome (IBS) is a condition that ptxSiuces s^c 

I rSTl r""" '^^^ Ofin/Jammco^ bowel di^se 
(IBD) but they arc noi the same condiUon, and theySvc 
veiy different treatments. Therefore, getting an a^ratrduLosis is 
essential » managing your condition p«^. -n^lrS^D^v^xx 
give you an overview of IBS and how it diffm fVom lea ^ 

Ik'Sl^ "Z^L-"^"*"".* ^"^.^^ " w a/«/»crtow/ gastrointestinal 

disorder, which means there is some tvoe of - o«>iriJincc5iinaj 

It is not a disease, but rather a ^^2^ dtfSJ^'" 'T*'' 
These typically include <^rol^^Z^t^:^'^^Zn:^^lS:L. 
constipation, or alternating bouts of the tvvo Peonic rn^ ^'""^ 
likely .0 have other funetiLa, disordJ^rchSromya gt^^^^^^^^ 

IBS has be«i referred to by many names, including mucous coli»i, nn/i 

when the colon is examined. aonormaiiiies 
IBS docs not produce thedestnjctive inflammation found in IBD so in 

often occiiiTing vwth TBD. People with IBS are not at higher risk f™- «r.in« 
cancer, nor at« «,ey more likely to develop IBD or Sier gl iSitSl 
diseases. IBS seldom requires hospitalization, and treatmint dSS 

ri^r;X:rvr^'''''^^''"'^^^^^^^^^ 

^T^'^'-^^I sreat deal of discomfort and distrww. and can 
S LSr,^ H-'^'Kr'"'' ^V'^'fy »3 symptoms «^^geH 

Kf^ In^cK^i^,^ ^ ~ ""P'"g'"g on a person's selMmagcrsocfaT 

life and ab.lrty to woi* ot travel. People with IBS are mon Sl^ 

and non-gastmlntestinal complSnT 
compared to people without IBS. It is estimated thai IBS results in di^ 
and indirect medical costs of over $20 billion annually 

Who Gets IBS? 

According to the International Foundation for Fundional n«ctr,v.v.-.- , 
Disordct. ImimlMm}, IBS affects at iZftTcSTzSZ^S^ll.'^ 
the U.S.- mostly women - and is second only to the comrn<Si 3 « a 
cause of absenteeism from work. It is die disorder mosTSSmo^ 
i^^^ ^ gwtmenterologists and one of the top ten fSe„tly 
diagnosed conditions among U.S. physicians. IBS usually beoint inlaiV. 
adolescence or early adult life nost often at tim'^ of effl'n^ 
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Is IBS linked to other health problems? 

to le^dtoTjeS d^^^^ IBS has not teen shown 

among them colitis, mucous colitis. 8?a?ifc^,o^Ts J^^'h!?" " ' ""^"^ 



Pofnts to Remember 

• IBS is . oonmon disorder found ma. ofMn m «„men nan msn 

• 'BSI»dagno.sdb,«s«^.„dsy™p»™a™,6,ft.,ta«,c.a,o«„rd,s^ses 

Hope through Research 

studies include tha aSSl^^^^^ ^ t-t-ents'tor .68. The«e 

movement through the intestines. UndSndTnXTflS^ r'^*' ^ '"^^^"'^ 

IBS may lead to new treatments to betteTSd tJe Cpt^^s*^*^ ^"'^ inflammation in 
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